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DETAILED ACTION 

Response to Arguments 

1. Applicant's arguments with respect to claims 10-18 have been considered but are moot 
in view of the new ground(s) of rejection prompted by applicant's amendment to the claims. 

Claim Rejections - 35 USC §103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having 
ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

3. Claims 10,11 and 1 6-1 8 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Emerit (WO 00/71198 A-English translation). 

With respect to claim 10: Emerit discloses an applicator 10 comprising a reservoir in the form of 
liquid storage cartridge 16 adapted to contain a fluid. A pad 30 formed by folding absorbent 
pledget 12 is in fluid communication with the reservoir 16 via neck 20 of the body 18 of cartridge 
16. (Page 2, U1J2-6) A tab in the form of stopper 24 which is integral with maintaining means 14 
which is in turn integral with the cartridge 16 serves to seal the fluid reservoir at a breakable 
connection, namely nipple 26. The tab 24, being integral with maintaining means 14, has a 
handle external to the pad 30 as seen in Fig. 1 or Fig. 3 as the portion of the maintaining means 
14 that extends below the pad 30. The breakable connection 26 is internal to the pad 30 
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inasmuch as it is surrounded by the material of pad 30, as can also be seen in Figs. 1 and 3. 
The reservoir 16 comprises a wall which is adapted to flex sufficiently under pressure from an 
operator's finger to force fluid from the reservoir 16 into the pad 30. (Page 3, 1J10) The tab 24 
includes a stem in the form of neck 20 attached to the applicator at the breakable connection 
26. The pad 30 includes a channel for slidably receiving the stem formed by folding the pad 30. 
The tab stem 20 passes through the pad 30, and the breakable connection is formed of friable 
material such that the bending of the tab 24 relative to the applicator 1 0 as a result of bending 
handle 14 when gripping the pad 30 causes breaking of the breakable connection 26 to allow 
passage of fluid from the reservoir 1 6 into the pad 1 0, necessarily causing separation of the tab 
24 connected to the breaking connection 26 from the applicator. (Page 3, ffl|6,12) 

Emerit does not explicitly disclose that the channel in the pad 30 is of cross-sectional 
shape that facilitates closing of the channel once the stem is removed therefrom. However, 
when one folds a square piece of material such as pledget 12 in half without creating a crease, 
a channel of oval cross-section is easily formed, and an oval shape is a cross-sectional shape 
identical to one disclosed by applicant for the shape that facilitates closing of the channel once 
the stem is removed therefrom. It would be obvious to one of ordinary skill in the art to modify 
the applicator of Emerit such that the pledget 12 is folded such that the resulting pad 30 has a 
channel with an oval cross section with a reasonable expectation of success to easily 
accommodate the generally oval stem 20 and limit the cross sectional area which necessarily 
aids in limiting undesired flow of adhesive from the channel once the stem is removed. 

With respect to claim 1 1 : Emerit does not explicitly disclose that the channel in the pad 30 is 
oval in cross section. However, when one folds a square piece of material such as pledget 12 in 
half without creating a crease, a channel of oval cross-section is easily formed. The motivation 
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to modify the device of Emerit so as to have such a cross section is stated supra with respect to 
10. 

With respect to claim 16: The tab handle portion of maintaining means 14 integral with tab 24 
has a twist-off portion that facilitates breakage of the tab 24 at the breakable connection 26 
inasmuch as the action of grabbing the pad 30 necessarily involves grabbing the entire 
maintaining means 14, including the handle portion that protrudes below the pad 30 in Fig. 1, 
and bending/twisting the handle portion to break the connection 26. (Fig. 1) 

With respect to claim 17: Emerit discloses a method for applying a fluid onto mammalian skin. 
With regard to step a), the method comprises selecting an applicator 10 comprising a reservoir 
16 adapted to contain the fluid, a pad 30 in fluid communication with the reservoir 16 via neck 
20, and a tab 24 serving to seal the fluid reservoir at a breakable connection, i.e. nipple 26, 
wherein breaking of the breakable connection 26 allows passage of fluid from the reservoir 16 
into the pad 30. The tab 24, being integral with maintaining means 14, has a handle external to 
the pad 30 as seen in Fig. 1 or Fig. 3 as the portion of the maintaining means 14 that extends 
below the pad 30. The breakable connection 26 is internal to the pad 30 inasmuch as it is 
surrounded by the material of pad 30, as can also be seen in Figs. 1 and 3. The tab stem 20 
passes through the pad 30. The tab 24 includes a stem in the form of neck 20 attached to the 
applicator at the breakable connection 26. The pad 30 includes a channel for slidably receiving 
the stem formed by folding the pad 30. 

Emerit does not explicitly disclose that the channel is of a cross-sectional shape that 
facilitates closing of the channel once the stem is removed therefrom. However, when one folds 
a square piece of material such as pledget 12 in half without creating a crease, a channel of 



Application/Control Number: 10/560,647 Page 5 

Art Unit: 3761 

oval cross-section is easily formed, and an oval shape is a cross-sectional shape identical to 
one disclosed by applicant for the shape that facilitates closing of the channel once the stem is 
removed therefrom. It would be obvious to one of ordinary skill in the art to modify the method of 
Emerit such that the pledget 12 is folded such that the channel is of a cross-sectional shape that 
facilitates closing of the channel once the stem is removed therefrom with a reasonable 
expectation of success to easily accommodate the generally oval stem 20 and limit the cross 
sectional area which necessarily aids in limiting undesired flow of adhesive from the channel 
once the stem is removed. 

With regard to step b), the method disclosed by Emerit comprises manipulating the tab 
by twisting said tab in an angular direction thereby breaking the seal formed by the tab 24 such 
that fluid in the reservoir 16 flows into the pad 30, which necessarily results in separating the tab 
24 from the applicator such that the fluid in reservoir 16 flows into pad 30. 

With regard to step c), the method comprises the step of applying the fluid from the pad 
onto the skin, i.e. cutaneous treatment. (Page 2, fflJ2-6, Page 3, lffllO-12) 

With respect to claim 18: Emerit discloses a method for applying a fluid onto mammalian skin. 
With regard to step a), the method comprises selecting an applicator 10 comprising: a reservoir 
in the form of cartridge 16 itself comprising a wall which flexes under pressure from an 
operator's finger and being adapted to contain the fluid, a pad 30 in fluid communication with the 
reservoir 16, and a tab 24 serving to seal the fluid reservoir at a breakable connection 26, 
wherein breaking of the breakable connection 26 allows passage of fluid from the reservoir into 
the pad. The tab 24, being integral with maintaining means 14, has a handle external to the pad 
30 as seen in Fig. 1 or Fig. 3 as the portion of the maintaining means 14 that extends below the 
pad 30. The breakable connection 26 is internal to the pad 30 inasmuch as it is surrounded by 
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the material of pad 30, as can also be seen in Figs. 1 and 3. The tab 24 includes a stem in the 
form of neck 20 attached to the applicator at the breakable connection 26. The pad 30 includes 
a channel for slidably receiving the stem formed by folding the pad 30. The tab stem 20 passes 
through the pad 30. 

Emerit does not explicitly disclose that the channel is of a cross-sectional shape that 
facilitates closing of the channel once the stem is removed therefrom. However, when one folds 
a square piece of material such as pledget 12 in half without creating a crease, a channel of 
oval cross-section is easily formed, and an oval shape is a cross-sectional shape identical to 
one disclosed by applicant for the shape that facilitates closing of the channel once the stem is 
removed therefrom. It would be obvious to one of ordinary skill in the art to modify the method of 
Emerit such that the pledget 12 is folded such that the channel is of a cross-sectional shape that 
facilitates closing of the channel once the stem is removed therefrom with a reasonable 
expectation of success to easily accommodate the generally oval stem 20 and limit the cross 
sectional area which necessarily aids in limiting undesired flow of adhesive from the channel 
once the stem is removed. 

With regard to step b), the method disclosed by Emerit comprises manipulating the tab 
24 by twisting it in an angular direction, thereby breaking the seal formed by the tab 24 and 
separating the tab 24 in a manner such that fluid in the reservoir 1 6 flows into the pad 30. 

With regard to step c), Emerit discloses that "the liquid is free to run out to soak the 
absorbent band (the pad), in particular under the action of manual pressure exerted on the 
flexible body of the cartridge". That is, Emerit discloses the step of applying finger pressure onto 
the flexible wall of the reservoir to cause it to flex sufficiently to force fluid from the reservoir into 
the pad. 
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With regard to step d), Emerit discloses cutaneous treatment with the applicator via the 
fluid, i.e. applying the fluid from the pad 30 onto the skin. (Page 2, fflJ2-6, Page 3, fflJIO-12) 

4. Claims 12-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over Emerit et 
al ('198) (English translation) in view of Jonn et al (U.S. Patent Application Publication No. 
2002/0037310) 

With respect to claim 12: Emerit discloses a medicinal substance as the fluid, but does not 
explicitly disclose that the fluid is a sterilizable fluid. Jonn discloses using an applicator to 
administer biocompatible adhesive to a tissue site to treat living tissue, which would therefore be 
considered a medicinal substance. The adhesive is necessarily sterilizable inasmuch as it is a 
cyanoacrylate ester adhesive, which is identical to the material disclosed by applicant for the 
claimed sterilizable tissue adhesive. Therefore, it would be obvious to one of ordinary skill in the 
art to use the applicator of Emerit to dispense a sterilizable fluid such as that taught by Jonn to 
treat living tissue. ('310, Abstract) 

With respect to claim 13: Emerit discloses a medicinal substance as the fluid, but does not 
explicitly disclose that the fluid is a sterilizable tissue adhesive for surgical applications. Jonn 
discloses using an applicator to administer biocompatible adhesive to a tissue site to treat living 
tissue, which would therefore be considered a medicinal substance. The adhesive is sterilizable 
inasmuch as it is a cyanoacrylate ester adhesive, which is identical to the material disclosed by 
applicant for the claimed sterilizable tissue adhesive. Therefore, it would be obvious to one of 
ordinary skill in the art to use the applicator of Emerit to dispense a sterilizable tissue adhesive 
as taught by Jonn to treat living tissue. ('310, Abstract) 
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With respect to claim 14: Emerit does not disclose that the fluid is an adhesive. Jonn discloses 
an applicator dispensing a fluid that comprises a cyanoacrylate ester adhesive. The motivation 
to use the applicator of Emerit to dispense the adhesive, which is a sterilizable tissue adhesive 
as disclosed by applicant, is stated supra with respect to claim 13. 

With respect to claim 15: Emerit does not disclose that the fluid is an adhesive. Jonn discloses 
an applicator dispensing a fluid that comprises butyl or octyl cyanoacrylate. ('310, U1J0044) The 
motivation to use the applicator of Emerit to dispense the adhesive, which is a sterilizable tissue 
adhesive as disclosed by applicant, is stated supra with respect to claim 13. 

Conclusion 

5. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant 
is reminded of the extension of time policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to MELANIE J. HAND whose telephone number is (571)272-6464. The 
examiner can normally be reached on Mon-Thurs 8:00-5:30, alternate Fridays 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571-272-1 1 15. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Melanie J Hand/ 

Primary Examiner, Art Unit 3761 



